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PROCEEDI NGS

9:00 a. m
DR. WACHSMUTH:  |' m hopi nhg everyone can stay
until noon. |'m hoping we can finish by noon. To that
end, if there are no objections, 1'd like, instead of
taking a break -- if soneone needs coffee, or needs to

get up, just do that as you see a tine in the debate.
If there's not, 1'lIl for a short break. W don't have
to. Okay, we have nost of the council, and | see
several people with Caroline Smth-DeWaal's report.

Okay, | think what I1'd like to do is start
the way we di scussed yesterday, start with the hot
hol di ng docunent. | think we were -- the Commttee was
in agreenment with the docunment except for question four
and the subconmmttee has revised that. |1'Il ask Dan if
he has any comments, and then just open it for
di scussi on.

DR. ENGELJOHN: This is Engeljohn with FSIS.

Bef ore you, you should have a redline strikeout

version of nodifications to the draft that you got
yesterday, and to give you an overview of what's here,
my attenpt was to incorporate the concept that if, in
fact, an operation was capable and had data to support
that they were controlling their process to insure
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their product is at |east 130 degrees or higher at al
times, that time nmay not need to be a factor in that,
but that requires there to be data.

So within the docunent that you have, the
changes | nmade, the first one relates to just
clarifying that we used the FDA survey information that
is contained in the background material. The mddle
portion, the large section that was added, added the
concept about data to support 130 degrees m ni mum
wi thout time, and then the concept in the bottom half,
i ncorporates the concept that tinme and tenperature are
i nportant when there's non-continuous nonitoring or
there is no data at the tine to support that 130
degrees is, in fact, the m ninmumtenperature.

So, should | read through it, or just take
comments fromthe group?

DR, WACHSMUTH. | think I'Il just open it up
for discussion now If there are any objections
particularly -- David?

DR. ACHESON. Yes, David Acheson. | was just
wondering why like hal fway down, the should got changed
to acould inrelation to the margin of safety could be
i ncreased through the use of both tine and tenperature
control ?
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DR. ENGELJOHN: | nmade the change really
because -- as a recommendation. | didn't see the could
or should mattered, but do you see a difference there?

DR ACHESON. | did see a difference, and |
just -- | presune the subcomrmittee is recomendi ng that
it should be? Should just says it a little stronger
than could. That's ny point.

DR. ENGELJOHN: Ckay, | see sone nods, so
shoul d.

DR. WACHSMUTH. Ckay, any objections? |If
not, I'll change it back to should. GCkay, | think it
was a good job, subcommttee, and we'll conplete that
report.

DR ENCELJOHN: Can | ask, Madam Chai rman, do
| just send that to Brenda -- the revised docunment wth
all the changes? 1s that what | need to do?

DR, WACHSMUTH:  Yes.

DR. ENGELJOHN: And we just accept that as
t he docunent, then?

DR. WACHSMJUTH:  Yes, the changes that we
agreed on.

DR, ENGELJOHN: Ckay, within the other parts
of the docunment refer to the subcommttee, so ||
change that to Commttee. The other questions that
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were there -- so I'll just make those kind of
formatti ng changes. Ckay.

DR. SWANSON: | have one -- one |ast thing.
It's Katie Swanson. The |ast sentence. |It's only what
has been called a potentially hazardous food that is
hel d under those tenperatures would be considered
hazardous. You m ght have |ike a tomato soup that
woul d have a lower pH, so this is a pretty absolute
statenent, and | don't really think it's appropriate.

DR. WACHSMUTH. Could you -- at this point --

DR. SWANSON:. Ckay, I'll suggest a change.
"concl uded that any potentially hazardous food
mai nt ai ned during hot holding at | ower tenperatures.”

DR. WACHSMUTH. Ckay, if there are no
objections, that will be done. Bob.

DR. BUCHANAN: We would prefer if you don't
use the termpotentially hazardous food.

DR. SWANSON:.  Ckay.

DR. WACHSMUTH:. Kati e?

DR. SWANSON: Any food that supports the
rapid and progressive growth of --

DR. BUCHANAN: We woul d prefer if you don't
use rapid and progressive grow h.

DR. SWANSON: Any food that supports the
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growt h of pathogenic -- food borne pathogens. How s
that? Wthout tine/tenperature control for safety.
| m dream ng agai n.

DR. WACHSMUTH:  Well, | think that's --

DR. SWANSON: Did you get that, Dan?

DR, ENGELJOHN:  No.

DR. SWANSON: Ckay, "any food that requires
tinme/tenperature control for safety that is
mai nt ai ned. "

DR ENGELJOHN:. Ckay.

DR. WACHSMUTH. Ckay? Good j ob,
subconmittee. In fact, to the whole Commttee, | think

you by your individual subconmttees and then sone

peopl e had to do double duty -- you' ve done a great
job. 1 was reading docunents this norning -- sonme very
ni ce work.

Now t he next docunment we'd like to finalize -
- it has been a rather extensive rewite, but the
subcommi ttee seened very true to the charge they were
given fromthe full Commttee, the requests for
changes, and that's the bl ade tenderizing docunent.
John, would you want to say anything -- introduce this?

DR. KVENBERG  Thank you, Madam Chair. Yes
the -- we received comments in full Commttee and had
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sonme actual drafting text provided by Dr. Neill. The
subconm ttee subsequently reviewed that and inserted
into the docunent the additional conmments that were
made there. Before we get into general comment, | have
two what | would consider to be editorial changes of
one word -- mnor, just to point the Commttee to.

On page three of the docunent, the seventh
recomendation, "quantify D and Z val ues for strains of

E. coli 0157". What we really didn't address was Dr.

Buchanan's comment relative to the cocktail, and if we
inserted the word "individual" in front of the word
"strains for E. coli", | think that would get the

intent of what the Commttee was driving at, because
there is sone variability in the D and Z values -- the
val uation data that was presented in that thesis report
for review. Just so we're clear on our recomendati on,
| think the "quantification of individual strains"
woul d be a good insertion on that -- just the word

i ndi vi dual .

And above that, it's clearly editorial,
because our changing froma subcommttee to a Cormittee
report, under questions three and four on that page,
just strike the word "sub" as it appears on question
three and four, and just nerely say "the Commttee
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concluded". |If there's no objections to those
st at enent s.

Also if we could, I would suggest we go --

di scussion on this docunent page by page as an
editorial nature, just to save tinme, Madam Chair.

DR. WACHSMUTH. That was ny point. | thought
what | mght do is just go section by section. |If
there are any changes in that introductory paragraph,
or any suggestions for that. John. And when you nake
-- we would like to finalize the docunent, so when you
have a conment, give us a very specific -- specifically
wor ded statenent that we could insert, or sonething you
want to delete, so we can keep the docunent intact. |If
we have to nmake too many changes, we won't be able to
finalize it. John

DR. LUCHANSKY: If | may, just for accuracy,
| have a coupl e suggested changes to nake. The | ast
par agr aph on page one, second sentence, steaks, when we
| ook at the actual case witeups for those illness
i nci dences, in Canada was actually a steak and a roast,
so for accuracy, | would propose to have it read
"incidences associated with steaks and roasts in
Canada" .

DR. KVENBERG  Madam Chair, can | just ask
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for exactly where the insertion goes in that sentence?

DR. LUCHANSKY: One second, please. The only
point I'"'mtrying to make is that in Mchigan it was
sirloin steak, and in Canada, it was a roast and a
steak, and so | think the docunent should reflect that,
rather than as it is now, saying that it was steaks in
bot h Canada and M chi gan.

DR. WACHSMUTH: They were different kinds of
st eaks?

DR LUCHANSKY: It was a roast in Canada.

DR. KVENBERG. Madam Chair, can | propose

then that in the Canadi an i nci dence, and then insert

"involving steak and roast"” -- would that be --
DR. LUCHANSKY: That's fine. I'msorry --
one -- | also think for clarity, that the | ast sentence

where it says, "There was no further investigation of

t he beef product™ -- | would put an "s" on product, and

| would insert the word "Canadi an beef products”,
because in the Mchigan incident, there were able to
identify the fact that it was tenderized. So for

clarity, "Investigation of the" -- insert "Canadi an

beef" -- and put an "s" on "products”.
DR. WACHSMUTH:  Alright. Any other comments
on the first page?
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DR MADDOX: Carol Maddox. The second to the
| ast paragraph, second line should be --

DR. WACHSMUTH: Can you pull up the m ke?

DR. MADDOX: | don't have a m ke

DR. WACHSMUTH. Sorry, we need a m crophone.

DR MADDOX: Carol Maddox, and second to the
| ast paragraph, second |line, should read,
"investigations do not include questions on consunption
of steak or roasts".

DR. WACHSMUTH. Ch, okay. Anyone el se, any
comment on the first page? GCkay, let's turn the page.

John.

DR LUCHANSKY: | was on the subcommittee, so
that's why '"'ma little nore famliar with this one. |
propose that under question nunber two, the third
par agr aph begi nning "Foll ow ng inocul ation" that "a
five strain cocktail" gets hyphenated. | also propose
in the next paragraph that the second sentence,
begi nni ng, "While data" be del eted because a statenent
on what occurs at 140 degrees directly follows in the
next sentence.

| al so propose that the | ast paragraph
begi nning, "The Conmittee felt" be noved under question
one because it coments on epidem ol ogi cal information
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and all of that is dealt with under question one, so |
propose that we nove that to under question one. And
| propose that the sentence "OF the two situations

di scussed”, where it says, "ltemone, additional data

i s needed" -- | propose that that be struck because |
think, unless I'mwong, we have all the data we're
going to get about the M chigan and Canadi an ill ness
epi sodes, so | don't think it's accurate. |'d be happy
to reiterate the suggested changes if they aren't

cl ear.

DR. KVENBERG. Madam Chair, John Kvenber g,
|'"d appreciate that, as I'mtrying to capture what he's
sayi ng.

DR. LUCHANSKY: Ckay, under question two, the
third paragraph beginning "Foll ow ng i noculation with a
five strain cocktail". The next paragraph begi nning,
"This presents" -- delete the second sentence begi nning
"Wi |l e data published by Sporing"” and sinply have it
run contiguous wth the next sentence begi nning, "Non-

i ntact bl ade tenderized".

DR. WACHSMUTH: | think the first one is
editorial. This is not exactly editorial. 1'd like to
make sure everyone's in agreenent. |'m seeing sone

nods. Does anyone di sagree with that change?
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DR. ENGELJOHN. | don't disagree, but 1'd
just like to get another reading of it so that I
under st and.

DR. WACHSMUTH. Ckay. John Luchansky is
proposi ng that we del ete the sentence that begins
"Wil e data published" and sinply nove the next
sentence paragraph up to follow "individual s" because
they seemto say the sanme thing. But it's not exactly
the sane thing, that's why I'mraising --

DR. SWANSON: | think it helps to have the
reference so that, froma historical perspective,
sonebody can go back and determ ne how that concl usion
was nade.

DR LUCHANSKY: The reference -- that could
be clarified, if I may, Katie. W're right directly
under question two, "The follow ng statenents are based
on scientific data published in the Master's thesis" --
that's the Sporing reference right there, so if it
woul d help to put Sporing up in that sentence --

DR. SWANSON: Well, fromthe perspective of
sormeone who did not sit on the Cormittee and go through
the deliberations, |I think it's clearer this way and
nore justifiable, so I'd recormend keeping this as it
iS.
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DR. WACHSMUTH. St ephani e?

DR. DOORES: | nmay have missed it, but |
don't see the Sporing reference actually witten out in
t he back under the other references.

DR. LUCHANSKY: The Sporing reference is in -
- I'msorry -- is in the first paragraph of this
docunent, and we could indeed list it as a bona fide
reference in the back under references. That was
anot her suggestion | was going to nake | ater.

DR. WACHSMUTH: | think since sone -- there
is at | east one person thinks that the information is
hel pful, that we should leave it in. | don't think it
hurts anything. Also, now that you do have a reference
at the end, formatting wise, it would be appropriate to
put Sporing in as well. Bob?

DR. BUCHANAN. Just a mnor point in regard
to scientific publications. |Is this Master's thesis
truly published? 1Is it available? 1Is it archived
appropriately? Typically, Master's thesis are not to
be considered -- are not considered published
docunents, nor are they citable, typically because nost
peopl e cannot gain access to those unless you were on
the Master's thesis or unless the university is going
to make this avail able, unlike dissertations, which are
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centrally brought together by an organi zation. So |
have sone reservations about using the term published
and in fact, citing it as a scientific reference.

DR. WACHSMJUTH:  Sorry, Bob, | wasn't
connecting that it was just -- not just -- that it was
a thesis.

DR LUCHANSKY: That's one of the central
poi nts of our deliberations in that that's the only
study that's --

DR. WACHSMUTH. It's not peer reviewed.

DR LUCHANSKY: And it's not peer reviewed,
that's a key point.

DR. WACHSMUTH. COkay, so we do need to | eave
it -- you should not put it in the references. But |
t hi nk we should retain the information.

DR. BUCHANAN: And you should not refer to it
as a "published docunent".

DR. KVENBERG. Madam Chair, | wll attenpt to
fix, John, if it's alright?

DR. WACHSMUTH: | think it's fixed. W're
going to leave it al one.

DR. KVENBERG. But one word change on Dr.
Buchanan's conmment, and | think the word "published" is
the problemyou' re seeing there, so if you strike the
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word "published", it says, "Wile data by Sporing".

DR LUCHANSKY: O "contained in"

DR. WACHSMUTH.  Yes, that's good.

DR. LUCHANSKY: "contained in the" --

DR KVENBERG "While data contained in the
thesis by Sporing” would fix his problemwth
"publ i shed" -- the one word.

DR. MADDOX: We | eave the sentence in?

DR, WACHSMUTH.  So we'll leave it -- yes,
we'll retain the sentence. The next suggestion --
DR. MADDOX: Then -- I'msorry. |If we do

| eave the sentence in, there's a nodification that
needs to be made to it then. There was a

m sinterpretation that the E. coli was only elimnated
fromthe surface, and that's not true, it was totally
elimnated fromthe steak. So strike "the surface of",
so it reads, "broiling to an internal tenperature of
140 degrees Fahrenheit elimnated E. coli 0157H7 from
i nocul ated steaks that had been bl ade tenderized."

DR. LUCHANSKY: And | think if it stays,
which again | don't favor, but | think we have to
clarify the termelimnated. | don't have the exact
data in front of nme, but | believe they were able to
achieve a six-log reduction, but it doesn't comment as
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to whether they were or were not able to recover the
pat hogen by enrichnent. So -- | think that word
el i m nated shoul d be quantified.

DR. SWANSON: May | wi thdraw ny request not
to elimnate the sentence. 1It's not worth the
di scussi on we're havi ng.

DR WACHSMUTH:. It's not. Let's delete it.

DR. KVENBERG  Madam Chair, this is
clarifications to where we are then, that John
Luchansky's recomrendation to delete the entire thing
is where we are?

DR. WACHSMUTH: W took it.

DR. KVENBERG. Thank you

DR. SWANSON: One nore coment was pointed
out, the second paragraph after question two refers to
scientific data published in the Master's thesis.
suggest just delete the word "published".

DR. WACHSMUTH. " Publ i shed", okay.
Substitute contai ned.

DR. BUCHANAN: Just elimnate "published".

DR. WACHSMUTH. Ckay, John, your next
reconmendati on was to nove --

DR. LUCHANSKY: | was going to nake the
recommendation that the |ast paragraph, "The Conmmttee
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felt there was a paucity of epidem ol ogi cal data" be
nmoved under question one which is where we articul ated
t he epi dem ol ogi cal conponent of our deliberation. And
| would suggest that it would be in that first

par agr aph under question one, "The Comm ttee concl uded
that there was sufficient data to answer question two
but not three". | would start that paragraph off wth
the sentence frompage two, "The Conmttee felt there
was a paucity of epidemological". |1'msorry, LeeAnne,
what ?

DR. WACHSMUTH. Ckay, so we would nove "The
Commttee felt" we would nove that sentence and what's
bel ow t hat just above question two?

DR LUCHANSKY: Wth the exception that I
woul d stri ke the second sentence, "Of the two
situations discussed by the subcommttee, the consensus
was" -- that sentence needs to be struck for the
foll ow ng reason, point nunber one, additional data is
needed is no longer valid because | think we have al
the data we're going to get fromthe M chi gan and
Canadi an outbreak -- is that true, John? John
Kvenber g?

DR. KVENBERG Yes, unfortunately Frances
Downes is not here but | think we have all we're going

Executive Court Reporters
(301) 565-0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

22

to get. There was a subsequent clarification of the
equi pnent that was used, we had as a docunent, but |
think Dr. Luchansky's right, there is nothing nore
going to be forthcom ng from M chigan. W have what we
have.

DR LUCHANSKY: O Canada.

DR. KVENBERG O Canada.

DR. WACHSMUTH: Ckay, if we accept that,
you're proposing to nove that sentence and strike --

DR LUCHANSKY: "O the two situations
di scussed".

DR. WACHSMUTH: "Of the two situations".

DR. LUCHANSKY: And | explained why | thought
item one was no | onger needed.

DR. WACHSMUTH: Right. You want to go to
item two.

DR LUCHANSKY: Itemtwo, to ne, | think, is
needed, but | think perhaps it could be noved under --
to under "Research needs".

DR. WACHSMUTH:  Becone nunber eight?

DR. LUCHANSKY: If that's what you would like
or suggest.

DR. WACHSMUTH.  Any objections to that?

Ckay. Anything el se on question two? Katie, is your
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flag up or down.

DR SWANSON:  Onh, |'m down.

DR. WACHSMUTH. Ckay. Alright, question two
we've nodified now. Editorial changes, we changed
"publ i shed" to contained in the first sentence under
t he question we've hyphenated "five strain” in the
third sentence.

DR. BUCHANAN. Kaye, before you go, | --

DR. WACHSMUTH:  Bob?

DR. BUCHANAN: | have one final question
about question two.

DR WACHSMUTH  Ckay.

DR. BUCHANAN: And again, this is based on
only a cursory reading of the supporting summary of the
Master's thesis. You have in question two, in the
si xt h paragraph, the paragraph that reads "Al though
data were nore variable at tenperatures bel ow 140, it
is possible to achieve a 3.2 |log reduction for bl ade
tenderized, and a 5.2 log reduction for intact beef
steaks at 120 degrees Fahrenheit."” | do have a
guestion how that val ue was obtained? Ws that based
on taking the entire steak that was inocul ated and then
bl ade tenderized and then calculating it -- grinding up
the whol e steak and achieving the results? O was that
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based on taking the core sanple at the coldest point in
the steak and determ ning the val ue there?

If it was the forner, then you really
shoul dn't be citing these nunbers because the point
you're looking for is what was the D value in the
i nternal conponents, and this is artificially
i ndicating what is the |evel of contam nation that was
removed

DR. KVENBERG. Madam Chair, John Kvenberg. |
think -- and Committee help ne here -- basically they
punched a -- | guess you would call it a core sanple of
the steak, they didn't do the whol e steak.

DR. LUCHANSKY: Bob, | -- if | may, or Carol
perhaps, that's --

DR. WACHSMUTH:  Just identify yourself.

DR. LUCHANSKY: John Luchansky. That was one
of the concerns that we had about the study, and you
very astutely picked it out, which is why, in the
research need, under itemtwo, we |ist "W nust
determ ne the survival of 0157 in the core", so --

DR. BUCHANAN: Well, it's fairly obvious when
you only had 10° in the center, and you had a 5.2 |og
reduction at 120 degrees Fahrenheit, the nunbers don't
add up. So --
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DR. LUCHANSKY: Interestingly, there was a
greater kill at 130 for the tenderized conpared to the
non-tenderized, so we tried to preface our remarks by
sayi ng bel ow 140 the data were vari abl e.

DR. KVENBERG. Madam Chair, can | request
invoking a rule here as to can we get a suggested
changing to the words so we can nove on?

DR. WACHSMJUTH:  Yes, | nean this is a good
point, but I think -- I don't know how deeply we want
to get into the data at this point. Do you have a
suggestion, Bob? Do you want to elim nate sonething or
add a sentence clarifying what kind of sanple, or
somet hi ng specific?

DR BUCHANAN: One second.

DR. LUCHANSKY: Could I -- Bob, perhaps
attack a phrase on the end articulating that "as
determ ned by taking a core sanple” -- you know, just
spell it out how the m crobiological analysis in
actuality was conducted?

DR. WACHSMUTH: Wil e Bob's working on that,
are there any other comments?

DR BUCHANAN: |'Il cone back.

DR. WACHSMUTH. Carol -- sorry, | didn't see
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DR MADDOX: | believe -- Carol Mddox -- |
believe that that was actually a cross-sectional sanple
t hrough the center of the steak, and | propose that we
add that description to the end of this sentence.

DR WACHSMUTH. To read?

DR. MADDOX: To read that "the 5.2 | og
reduction for intact beef steaks at 120 degrees was
determ ned froma cross-sectional --

DR. WACHSMUTH: " Sanpl e".

DR. MADDOX: "sanples", | guess.

DR. BUCHANAN: That's fine.

DR. KVENBERG Madam Chair, can | ask for a
repeat of the actual |anguage? | don't have it. Thank
you, John Kvenber g.

DR. WACHSMUTH: Ckay. Let's see if | have
it. It was sinply to add at the end of the sentence
that "Although data were variable at tenperatures bel ow
140, it was still possible to achieve a 3.2 |og
reduction for blade tenderized and a 5.2 | og reduction
for intact beef steaks at 120 degrees Fahrenheit as
determi ned froma cross-sectional sanple.”

DR. KVENBERG. Thank you.

DR. WACHSMUTH: |s that okay, Bob?

DR. BUCHANAN. Can | just reconmmend, it's
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"based on a cross-sectional” -- "based on cross-
sectional sanples” -- | assume nore than one was done
-- "of inocul ated steaks".

DR. KVENBERG Cot it.

DR. WACHSMUTH. Ckay, it now ends with "based
on cross-sectional sanples of inocul ated steaks".
Al right, any other coments on two? What about three
or four? Those conclusions are still the same.
Research needs? W have noved what was part two under
guestion two, is now nunber eight under research needs.

Carol, is your flag up?

DR. MADDOX: Yes, Carol Maddox. Just sone
m nor points in the research need section, under nunber
five, it should read, "proportion and quantity of bl ade

tenderi zed beef" to be consistent with the other

request.

And in addition to nodifying nunber seven to
read "individual strains of E. coli 0157", | would
propose that these -- the individual strains be

identified and are characteri zed.

DR. WACHSMUTH. Ckay, so we woul d add anot her
sentence that says "Individual strains should be
identified and characterized"? |Is that the proposal,
Car ol ?
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DR. MADDOX: Yes, that woul d be acceptabl e.

DR. WACHSMUTH: | think that was a suggestion
made by Larry yesterday. |If there are no objections,
we'll take that. Dane.

DR. BERNARD: Thank you. Dane Bernard. Wth
the list of research needs here, |I'mwondering if what
we shouldn't really recomend is that the -- a study
simlar to what was done by Sporing be repeated? W've
tal ked about doing the D and Z values on the strains
used in the Sporing study; we've tal ked about
characterizing them But | think it's worth noting
that, at least in nmy opinion, that even if the D and Z
val ues were now calibrated, it may bear little
resenbl ance to what was run in the Sporing study -- the
state of those organisnms at that tinme. |'mnot sure
that what we're asking for here, we're really, at the
end of the day, if we did it, would give us what we
need. And |I'mjust asking ny fellow Commttee nenbers
if it wouldn't be nore appropriate just to recomrend
further studies of the type done by Sporing, wherein
you could collect the heating data on the steaks in a
nore accurate way -- we've got that reconmendation in
here -- all of it should be run kind of at the sane
time so that you get the best data. So I'mjust asking
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a question of ny coll eagues.

DR. KVENBERG. Madam Chair, may | address
t hat ?

DR. WACHSMUTH:  John.

DR. KVENBERG. | think that, just to be
clear, and | understand your point, and | personally
agree with it, the study that was reported on was
broil ed steaks only, so the | anguage we shoul d use, |
guess, woul d be repeating of the study by Sporing on
broil ed steaks -- would be -- that's the only data set
that exists -- that would be the repeat, just for
clarification. Additional studies need to be done on
ot her types of steaks and on roasts.

DR LUCHANSKY: Madam Chair?

DR. WACHSMUTH:  John Luchansky.

DR. LUCHANSKY: On page four, under
recommendat i ons, perhaps we could broaden that to
accomobdat e what Dane was suggesting. "Point one, FSIS
shoul d consi der requesting NACMCF to devel op gui del i nes
for validating the process and to" -- you know, add on
to there -- "and to reproduce the results al ready” --
you know, sonmething there to the effect that the tria
with the steaks needs to be reproduced and with the
roasts need to be conduct ed.
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DR. WACHSMUTH. | think it's probably not a
bad idea for a | ocation, because you are recomrendi ng
that the Agency --

DR. LUCHANSKY: Ask for it.

DR. WACHSMUTH. -- ask for. The Agency can't
doit. I'"mnot sure -- can sonebody help us with sone
wor ds here?

DR LUCHANSKY: "That additional studies be
under t aken" - -

DR. WACHSMUTH: "That the Agency request

addi ti onal studies" --

DR LUCHANSKY: "That additional research is
needed to --"

DR. WACHSMUTH.  Wel |, under this, you're
recommendi ng to the Agency.

DR. LUCHANSKY: There's -- one thing that
they're -- the first recommendation was to, if a study
was going to get conducted, have sonebody set
gui del i nes so that whoever would do that study woul d be
usi ng a standardi zed protocol and woul d be addressing,
essentially, all the itens that we' ve been talking
about under research needs: |ook at the effect of
strains, look at the effect of fat, watch where you put
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t he t hernocoupl es, how nmany strains you should use --
that basically begins to set guidelines for conducting
a validation study.

It's a different point to say additional
studi es are needed.

DR. WACHSMUTH. Ckay, if we had anot her

sentence, then, with one -- or continue that -- "that
t he Agency request additional studies" -- and just
| eave it that nebul ous? Wuld that -- add anythi ng?

Wul d that hel p any?

DR. BERNARD: | think at the same tinme we
make that recomendati on, Madam Chair, we nay express,
| think, sone -- and | don't want to dimnish the
i nportance of the Sporing study. What | guess |'m
trying to avoid here is having it appear that the
Comm ttee thinks that the Sporing study is all that
needs to be done. So | think with that suggestion, we
may point to some additional things that we woul d have
i ked to have seen done along with the Sporing study,
and in order to fill those gaps, we think that
addi ti onal work needs to be done.

DR. WACHSMUTH. The reason that | thought
John' s suggestion was a good one is that the Conmttee
is saying that we need to devel op gui delines and ways
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for validating, and if you tag onto that that the
Agency shoul d al so request additional studies using
these guidelines, | think that will get you what you
want. |'mnot sure. David?

DR. ACHESON. Suggested wording, as a third
poi nt under the recommendations, "That FSIS request
addi tional studies be undertaken to reflect the
research needs.” And if we haven't got all those needs
covered under the research needs to bring up Dane's
poi nt, then we should add an eighth or ninth research
need specifically. So that would be a third -- just to
recap, a third point under recomendati ons "That FSIS
request additional studies be undertaken to reflect
research needs."

DR. WACHSMUTH. And foll ow the guidelines --
or do you want to add anything to refer back to the
fact that this Commttee thinks that there is a certain
rigor that needs to be introduced into this?

DR ACHESON:. Yes, we could add that.

DR. WACHSMUTH: Ckay, sonebody's got to help
nmne with the words. They're not comng. The third
recommendation will be "FSIS requests additional
studi es be undertaken to neet the research needs and to
be conducted according to guidelines fromnunber one."
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PARTI Cl PANT: " Above gui delines.™

DR. WACHSMUTH: Carol ?

DR. MADDOX: That sounds fine. Could make
that -- | think that sounds fine, could be "FSIS
requests additional studies that reflect the research
needs nentioned and foll ow the above gui delines.™

DR. WACHSMUTH.  Ckay, "follow above
gui delines" -- and we'll put a nunber one after that.
Are there any objections? |s that -- does that hel p?
Bob, are you up?

DR. BUCHANAN: Yes, | am Kaye, and | have
two comments. One is related to research needs and ny
apol ogies, but | would like to return to question three
at sone point. In ternms of the research section in
recommendati on nunber six, I'd |ike to suggest that it
be rewitten nore in an engi neering perspective and
"request a better understanding of the heat and mass
transfer characteristics of blade tenderized neats
cooked by various neans."

DR. WACHSMUTH: Ckay, could you do that again
nore sl ow y?

DR. BUCHANAN: Right. "better understanding
of the heat and mass transfer characteristics of bl ade
tenderi zed neats cooked by various neans.” And there's
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a verb -- it's not a conplete sentence, but | didn't
try to fix that.

DR. KVENBERG. Madam Chair, John Kvenberg.
Can | get you to restate the sentence so | have it?
Thank you.

DR. WACHSMUTH. Ckay, | think I have it.
Under research needs, "A better understanding of the
heat and mass transfer characteristics of blade
tenderi zed nmeats cooked by various neans and the
variability of the internal tenperatures in cooked
steaks" -- | inserted it, Bob.

DR. BUCHANAN: It's not necessary.

PARTI Cl PANT: Don't need the |ast part.

DR. WACHSMUTH:. Just elimnate the |ast part
of the sentence.

DR. BUCHANAN:. Just elimnate the |last part
of the sentence.

DR. WACHSMUTH. Ckay, so it would then read,
"A better understanding of the heat and nmass transfer
characteristics of blade tenderized neats cooked by
vari ous neans."

DR. KVENBERG. Thank you.

DR. WACHSMUTH: Ckay, anything else in the
docunent, in general ?
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DR. BUCHANAN: Yes, Kaye, | would like to
return to question three.

DR WACHSMUTH:  Ckay.

DR. BUCHANAN: After having read question
three over several tines, | nust -- | find the response
there sort of unsatisfying. It doesn't -- | guess,
based on your consideration of the issue in steaks, and
based on the subcommttee's, or this Commttee's
knowl edge of nmeat and poultry products, or bl ade
tenderi zed products, | guess | expected one to be able
to extrapol ate, based on the best science we have
avai |l abl e sone statenment nore than just "insufficient
data were available". And while | realize that you may
have had no data on roast to consider, I'mtrying to
grapple in ny own mi nd why -- why a roast would have
been different than a steak, other than the fact that
there may be sone heat nmss transfer characteristics

that differ. And just to say that you couldn't cone up

withit, | don't know, it --
DR. WACHSMUTH.  This -- if this Commttee's
report will be read in total, wi thout pulling the

guestion out of context, at the top of page two, that
second paragraph after the epidem ol ogical data, it
says, "thus, the avail abl e evidence shows that steaks
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and roasts can transmt E. coli 157H7 infection, but
does not allow discrimnation for relative contribution
of the coomodity type." The reference to Rodrigue in
the back is a roast that was not bl ade tenderized. |
think what Dr. Neill was trying to do was show both
coul d be vehicles and we just don't have the
information to nmake the -- to discrimnate between
them John

DR. KVENBERG. Sure, just in response to
this, I think we have to base our recomendati ons on
t he science we have. Were we don't have the science,
we say it. So interpolating information from non-
exi stent data is sonewhere the subconmittee just
couldn't go. Maybe the response is rather terse, but
we defer to the research needs that this needs to be
devel oped in order to make a recommendation. There was
nothing to draw from So |I'mat a |oss as exactly how
to nodi fy our response on question three, or engage in
specul ati on of what we m ght have to say about roasts.
We just sinply don't have the scientific data to say
anyt hi ng.

DR. WACHSMUTH:  Dave?

DR. ACHESON. Can | just support John on
that? There really was no data, and sure we could
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specul ate, but we didn't feel that we should do that.
DR. WACHSMUTH. Ckay. | think they went as
far as they could go, Bob. John Luchansky, for this?
DR. LUCHANSKY: | was going to bring up a
different topic, but | do concur, Bob, we just were
unconfortabl e specul ati ng.

DR BUCHANAN: | guess |
find it alittle limting in the fact that there has
been a great deal of research done on reformulated
roast, and there's a great deal of information about
the thermal characteristics of roast in the elimnation

of Salnonella, and also there's a great deal of

information on dostridiumperfringens in that regard,

was the basis of the current cooking requirenents for
roast beef. And you know, | don't have it at ny
fingertips -- all of the data that were generated on
t he cooking characteristics of roast and neats. But if
you have an organi sm X nunber of inches inside the
roast, and you have the characteristics associated with
the cooking of roast, it's a pretty straight
engi neering cal culation to determ ne what the heat
transfer is going to be.

DR. LUCHANSKY: And again, that would be a
calculation and a prediction, rather than an X | og
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kill, so | think -- or hopefully, one of the take homne
poi nts of this docunent woul d be the paucity of

epi dem ol ogi cal information, the adequate -- or the
need for adequate studies to fully validate either
steaks or roasts, and hopefully that nmessage cones

t hrough here.

DR. WACHSMUTH:. Yes, | think at this point in
the deliberations, that we need to bring specific data
to the table -- nore studies and things the
subconmi ttee can consider, then we need to supply those
to the subcommttee, otherwise I think we have to take
their assessnent of the situation. Dan, is it to you?

DR. ENGELJOHN:. Yes, Engeljohn. Maybe -- |
have a potential fix here that nay help the situation.

We did have sone information to |ook at, and | think
the real issue here related to slow roasted prinme rib.
W did have sonme prelimnary information about that,

not on 0157, but on other organi snms which did present
us with some insufficient information. So possibly, if
we could just add to the end of the response, the
statenent, "particularly as it relates to slow roasted
prinme meat -- or rib". Maybe that woul d hel p get at
the issue, that that was the issue that, as | recall,
was comng forward potentially fromthe Conference for
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Food Protection issues related to slow roasted prine

rib. The issues related to dostridium perfringens

bei ng of primary concern, and not havi ng enough
information there as well as 0157. Does that get at

t he i ssue?

DR WACHSMJUTH: | "' m not sure --

DR. BUCHANAN: Well, I'mnot going to beat a
dead horse on this one. |I'mnot going to fall on ny
sword over it. It's just, one of the basic principles

of food m crobiology and food engineering is that you
don't have to do every product every way. That once
you' ve established sone characteristics and it's a
basis for alnost all of our process controls throughout
the industry, once you' ve established these
characteristics, you can have a reasonabl e eval uation
based on those characteristics. And the heating
characteristics of roast are well known, the therma
resi stance of these organisns are well known, and

unl ess you're getting into extrene exanples, such as
evaporative cooling, going through sonme normal cooking
cycle would give you a pretty good idea of what the
tenperature's going to be in a roast if you're
penetrating it even to a |level of an inch. And you can
-- while you may not be able to have specific data on
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all of it, you could get a pretty good estinmate of the
nunber of D values that woul d have been achi eved at any
one point in that roast based on the cooking tinme and

t enper at ure.

DR. WACHSMUTH. Ckay, | think at this point,
if we're going to deal with the data, the subconmmttee
needs to see data and deal with it, or to take a
certain approach. What the subcommttee is saying
under recomendations is that they need to revisit
this. There are data coming out of the Cattlenen's
nmeeting; there are data that they know we will have
access to soon. | think everyone on the subcommittee
would like to continue to work on this, so | think what
we need to do is nake sure Bob cones to that neeting
and we get the particul ar approach and the data that
he's tal king about to the subconmttee. Carol, were
you putting your flag up? No?

DR. MADDOX: Unless we do nake a response to
that answer to question three, that the Commttee just
again, reiterate, "feels that there's maybe
opportunities as this new data is generated to respond
better to this question.™

DR. WACHSMUTH:. Ckay, any other coments on
this. | see that the Commttee noted the Cattlenen's
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neeti ng yesterday and we'll get that.
DR KVENBERG  Madam Chair?
DR. WACHSMUTH:  John, go ahead.
DR. KVENBERG Before you | eave that

guestion, just for clarity of editorial purposes, Dr.

Maddox made a suggestion -- are we | eaving question is
as stated, or is there additional -- as stated?
DR. WACHSMUTH: | think as stated. | think

Dan was trying to help, but it was a little beyond the

guesti on.
DR. KVENBERG | just wanted a clarification.
DR. WACHSMUTH:  Ckay. Ckay.
DR. LUCHANSKY: Kaye? O Madam Chair?
DR. WACHSMUTH.  John, |'m sorry.
DR. LUCHANSKY: My | nake a suggestion for

the Commttee to consider because maybe it fits better?
What you identified now as point eight, which is the
original point two on the top of page three --

DR, WACHSMUTH R ght .

DR. LUCHANSKY: Whuld it be better to place
t hat under recomendations to FSIS and sinply say --
pick it up where it says, "FSIS should request that
state and local" -- does that seemlike a better fit?
Presently it's listed as a research need, but it may be
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nore appropriate to list it under reconmendations to
FSI S.

DR. KVENBERG. Madam Chair, John Kvenberg. |
woul d endorse that -- that was a problemfor nme in ny
head, also, to identify it as a research need, because

| think this is a recomendation. That FSIS follow up

with CDC. It's not really a research need.

DR. LUCHANSKY: So ny -- | propose to strike
the first phrase of that sentence, "If an outbreak ..
CDC in cooperation with" -- strike that conponent of

it, and just sinply start it, "FSIS should request that
state and local" and then nove that to under
recomendations to FSIS

DR. WACHSMUTH. | think you'll need to put
FSIS with CDC

DR. LUCHANSKY: [|'msorry. Ckay.

DR, WACHSMUTH:  Yes.

DR. LUCHANSKY: | was on formatting there,
but okay. Maybe | think now if David's point nunber
three, make this point nunber four.

DR. WACHSMUTH. Any objection to that? Skip?
Anybody? kay, this is now a recommendation and it
wi |l be nunmber four under the recommendations. It says
that "FSIS with CDC should request” and so on. Skip?
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DR. SEWARD: Yes, thank you. Just for a
point of clarification. You suggested that the
subcomm ttee would continue to work on this, and | just
wanted to clarify that, because yesterday | was |eft

with the inpression that this subconmttee was

finished, or that -- was being disbanded. So | just
want to make sure -- | think it should go on, but |
just wanted -- you know, you suggested that it was, so

DR WACHSMUTH. Once we formthese
subcomm ttees they just go on forever.

DR. SEWARD: Ckay, fine.

DR. WACHSMUTH. The poi nt that we made
earlier was that the Comm ttee needed to finalize this
docunent to get this opinion back to the Agency instead
of just waiting for nore data so that the report would
be del ayed indefinitely. There'll always be new data
comng in, so the idea was just to get this report back

and when we get nore data, pull that Conmttee back

t oget her.

DR. SEWARD: Very good. Thank you.

DR. WACHSMUTH: Bill?

DR. SPERBER. Yes, thank you. Just a m nor
granmatical correction. In the answers to both
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guestions, three and four, data is a plural word, so

is" should be "are" and "was" should be "were".
DR. WACHSMUTH. Can you give those to Dr.

Kvenber g?

SPERBER: Yes. Thank you.

KVENBERG On questions three and four.

3 3 3

WACHSMUTH:  Larry?
DR. BEUCHAT: Larry Beuchat. Along that line

al so, grammatical, on the bottom of page two, | ast

line, "additional data are needed" rather than "is".

PARTI Cl PANT: It's scratched.

DR. BEUCHAT: It's scratched? GCkay. Page
t hree, under question three, the sentence beginning,
"The Committee concluded that there are insufficient
data" rather than "is".

DR. KVENBERG Bill has that one already.

DR. BEUCHAT: You have that one? Okay, |'lI
try to get one nore here. At the top of page four --
"additional data are being presented.

DR. KVENBERG Cot it.

DR. BEUCHAT: And under point two, under

recommendati ons, are you going to -- are you

recomrendi ng that nore than one species of Salnonella

be evaluated, or are you referring to enteric and
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vari ous serotypes? There's a difference there.

DR. KVENBERG. Madam Chair, can | respond?

DR. WACHSMUTH:  Yes, John.

DR. KVENBERG  Perhaps we could clarify it.
Wuld it help just to strike "spp" and just say
Salnonella -- it's inmplicit then that the door is open
for various serotypes.

DR. WACHSMUTH: Yes, | think Larry's point is
there are all -- all of the different serotypes are
under Sal nonella enterica.

DR. BEUCHAT: All the ones of probably any
consequence.

DR. WACHSMUTH. And you don't want

chol eraesui s (ph) or other species, you want -- so
should we -- how should we do it, Larry?
DR. BEUCHAT: | think the answer woul d be

Sal nonella. That would include --
DR WACHSMUTH:  Just strike --
DR. BEUCHAT: Yes, just strike the "spp"
DR. KVENBERG  Cot it.
DR. WACHSMUTH. Alright. W need to nove on.
up again or --
PARTI Cl PANT: Ch, sorry.
DR. WACHSMUTH:  Alright, thank you all.
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t hi nk those changes help. And now we have our | argest
docunent, our biggest piece of work, the perfornmance
st andar ds.

DR TOWKIN:. Excuse ne, do we have to
formal |y approve as a Conmittee, or is it understood.

DR WACHSMUTH: | assuned that when there
were no nore coments --

DR. TOWPKIN. Okay, because that will apply
to the next one al so.

DR WACHSMUTH. Both are final -- the hot
hol di ng and the bl ade tenderi zed.

DR. TOWPKI N.  Ckay.

DR WACHSMUTH. And what |I'd like to do with
the performance standards is | et Spencer give us any
t houghts he has before we go through it, and then to
take it question by question and finalize the
Commttee's agreenment with the approach to each of the
guestions, so we can at |least bring sone closure to a
couple. If we don't get through the whol e docunent, if
we can at |east get through question one or question
two, we can get that information back to the Agency.
If that -- if no one has an objection. Spencer, you
want to start us?

MR. GARRETT: Thank you, Madam Chair, as we
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recall, yesterday evening and the afternoon, and | ate
into the night, actually, the full Commttee addressed
guestions one and two. And we took those

del i berations, including the public comments, into
account and we made nodifications to questions one and
two. In two instances the nodifications are -- could
be considered substantial, but there are only two of
those instances. So, in actuality, while at first

bl ush they may seem substantial, in fact, they really
clarify points and nake the docunent nore readabl e.

I n question one, the major change was nmade on
page three of the report that you have in front of you
dat ed January 25, 2002, and that woul d be, under
"General Principles", the second full paragraph
begi nning with "Performance standards define the
expected level" et cetera.

The only ot her substantial change then we
made, woul d be on question two, on page seven of that
same docunent, in the mddle of the page, under

"Sal nonel |l a performance standards”, it would be then

t he second full paragraph, where it indicates "The
Comm ttee points out that when HACCP systens and ot her
prerequi site prograns” and so forth.

So with that introduction, Madam Chair, we
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woul d be ready to proceed. It very well may be that
you may wi sh to take 20 m nutes or 15 mnutes for
people to read questions one and two. W did not
address question three, as you recall, nor have we
addressed question four in full Conmttee. It's not
our intent to address question three.

DR. WACHSMUTH: Well, let's take a break at
this point then, 20 mnutes, and if everyone would
particularly pay attention to the two places in the
docunent that Spencer has identified, we'll conme back
and go as far as we can go with the docunent.

(Whereupon, a 23 mnute recess off the record
was taken.)

DR. WACHSMUTH. The Agency does need the
advice of this Commttee and one of the highest
priorities for the Agency, and certainly urgent
matters, so we'll do our best today. W will try to
end at noon. W'IlIl also save tine for public comrent.

We have one person signed up for public comrent.

Ckay, | don't want to interrupt the progress
over here, but -- Spencer, did you want to say anything
el se before | start |eading us through page by page?

MR. GARRETT: No, ma'am | think that --
think I've introduced it appropriately. There were not
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really that many changes nade except in those two areas
that | did indicate they are significant.

DR. WACHSMUTH:. Ckay, page one is essentially
the charge fromthe Agency, so | don't think there's
much that this Coormittee would want to change or shoul d
change. Any comments on page two? Ckay, that takes us
to the findings, to page three. And this, under
"General principles", |I think, is where we had one of
the nore significant revisions.

MR GARRETT: Yes, ma'am It's -- under
"Ceneral principles”, the second full paragraph
begi nning with "Perfornmance standards define the
expected |l evel of control”. And this is essentially
what we understand was agreed to in full Conmttee
yesterday. W' ve just nerely scribed it.

DR. WACHSMUTH.  Bill Sperber?

DR. SPERBER: Bill Sperber. Under the

"Fi ndings", the first sentence, "The subconmttee

believes" -- | would propose changing "believes" to
"thinks" -- it's a mnor point, but since this is a
sci ence-based Conmittee, | would associate thinking

with reason, nore than belief with reason.
MR. GARRETT: | would support that, or "is of
t he opi nion".

Executive Court Reporters
(301) 565-0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

50

SWANSON: " Concl uded" ?

SPERBER  Concl uded woul d be --
GARRETT: Concl uded.

WACHSMUTH: Ckay, "concl uded"?

GARRETT: Concl uded.

T % 3 3 33

WACHSMUTH:  Alright, let's nove to page

f our.

3

TOWPKI N:  Excuse ne.

DR. WACHSMUTH. Ckay. Oh, Bruce?

DR. TOWKIN. In the mddle of the paragraph
where it tal ks about risk assessnents and we really --
it's confusing the way it's stated, and we had
ext ensi ve di scussion over the difference between a risk
assessnent and a risk evaluation, and | don't think,
Bob, you had a chance to read this part yet, but what |
suggest that this be nodified. This would be the
seventh line, over on the far right, it states "Risk
assessnments can be quantitative or qualitative in
nature". | would delete the next sentence. And then
continue with "The decision to undertake a forma
guantitative or qualitative risk assessnment” and then
del ete "versus a quantitative or qualitative eval uation
of risk".

MR. GARRETT: Are you going to talk at al
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about qualitative or quantitative risk evaluation? The
purpose that was put in for was to -- specifically to
di stingui sh between qualitative and quantitative risk
assessnents, full blowm with all of the bells and

whi stles, and qualitative and quantitative risk

eval uations that are less than that, but just as
applicable in many cases.

DR. TOWKIN. | think the idea of a risk
eval uation was just a generic termthat did not -- that
i ncl uded the whol e range of quantitative down through a
qualitative risk assessnent.

MR. GARRETT: That's exactly the sentence we
wote | ast night.

DR. TOWKIN | understand, but it's -- to nme
it'"s not clear. Having that information in there. |
don't know if you're ..

DR. BUCHANAN: 1'd support the change.

DR. WACHSMUTH:. Bob, you support del eting?

DR. BUCHANAN: | woul d support the changes
that Bruce has suggested. | think it is nuch clearer
now with elimnating what he has just indicated.

DR. WACHSMUTH. Ckay, we'll delete that.

DR. TOWKIN. We do, throughout the text --
we have made nodification to risk assessnent in certain
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pl aces, and we have inserted risk evaluation. To bring
in the broader concept without conmtting anyone to
having to do a formal quantitative risk assessnent.

Ri sk evaluation is the termnology that's going to be
used in nost places throughout the text. This is Bruce
Tonpki n.

DR. WACHSMUTH. |'m going to do sonet hi ng
wWith great trepidation. | don't like to play with
subcommittee's or the Cormittee's work, but | do have a
suggestion that | think m ght help.

In the first sentence under "General
principles", | believe that the sense I had from
listening to the subconm ttee's sessions, and know ng
the references that are cited here, that "These are
general principles for deciding whether to and
devel oping a risk assessnent” -- and | believe that
woul d nake it nore clear right up front that part of
this is deciding whether or not to do risk assessnent,
because | know that's what the subcomm ttee was
di scussing the other night.

MR. GARRETT: So it would be "deciding to
conduct and devel op ri sk assessnent"?

DR. WACHSMUTH: " Deci di ng whet her to and how
to".
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MR. GARRETT: "Deciding whether to conduct
and devel opi ng"?

DR. WACHSMUTH: Yes, | think that's the sense
of the discussion | heard. And | know these references
are in reference to risk nanagenent docunents. Bob?

DR. BUCHANAN: Kaye, I'd like to -- being
famliar with all three references, the NACMCF
reference does not really address deciding, other than
to say that it's a risk managenent decision; |ikew se,

t he Codex document does not really address --

DR. WACHSMUTH: Yes, it does. This is the
Codex ri sk managenent expert consul tation, which
defines risk eval uation.

DR. BUCHANAN: The Codex docunent, | thought,
was the framework -- what we were referring to was the
f ramewor k docunent .

DR. WACHSMUTH. No, the discussion that night
-- this is the "Consultation on Ri sk Managenent" -- WHO
and FAO held three consultations, one was essentially
on risk assessnent and was called "Ri sk Analysis". The
second was on risk managenent, and the third was on
ri sk conmuni cation. This reference was to risk
managenent which has a definition for risk eval uation
before it entered the Codex process.
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MR. GARRETT: In my mind, it's a WHO FAO
consul tation

DR WACHSMUTH: That's what | neant -- WHO
and FAO consul tation

DR. BUCHANAN: Yes, and you're going to have
to insert those references, because the reference here
is for Codex Alinentarius --

DR. WACHSMUTH: | see, okay.

DR. BUCHANAN: -- is specifically the
princi pl es and gui delines for the conduct of a
m crobi ol ogi cal risk assessnment. It is not the one
that -- the only one of these three that deals at all -
- of the references cited, that deals at all wth
determ ni ng whether or not you should or should not do
one is the | CVMSF one.

DR WACHSMUTH  Ckay.

MR. GARRETT: Well, we can certainly add the
consul tation --

DR. BUCHANAN: Yes, you can add them but |

just wanted to point out the references you cited are -

DR. WACHSMUTH: That was the reference that
was di scussed the other night. |Is that okay, Spencer?

MR GARRETT: Yes, we'll add that reference.
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DR. WACHSMUTH. | f people don't want to go
there, say so. kay, any other conments on page three?

DR. BERNARD: Could I request --

DR. WACHSMUTH:  Dane?

DR. BERNARD: -- a reread of Bruce's changes,
Madam Chair ?

DR. WACHSMUTH: Bruce asked if we would
delete -- let's see -- the sixth line fromthe bottom
of the second paragraph under "General principles".
"The decision to undertake a formal quantitative or
qualitative risk assessnent” -- and the deletion is on
the sixth line -- "versus a quantitative or qualitative
eval uation of risk".

PARTI Cl PANT: There's al so anot her del ete.

MR. GARRETT: And then two |ines above that
was anot her del eti on.

DR. BERNARD: So we have two del etions?

DR. WACHSMUTH.  Yes, sorry. "Risk
assessnments can be qualitative or quantitative" al so.

MR. GARRETT: No, and then you -- then you
delete the "Ri sk eval uation can be quantitative or
gualitative.”

DR. WACHSMUTH: Ch, okay. Sorry. Delete the
sanme thing in two places. Anything else, Bruce?
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DR TOWPKI N:  No.

DR. WACHSMUTH: Dr. Habtemari anf

DR. HABTEMARI AM  Yes. Thank you, Madam
Chairman -- Chairperson, rather. | agree with the
points that were made by Dr. Tonpkin. | was going to
be standing behind and listening this whole tinme, but I
was al so getting confused because there are really
three words -- risk evaluation, risk assessnent, and
risk analysis -- that are being used as if they are
bei ng used i nterchangeably, and the publication by Dr.
Buchanan ... is very inmportant. | think that's a very
useful docunment for all of us to share at sone point.
Because the general term"risk analysis" really takes
care of risk assessnment, risk conmunication, and risk
managenent. But we seemto be using them
i nt erchangeably. That was ny concern. And |
under st and what Spencer was tal king about -- risk
eval uation in the context fromyesterday, but | think
it would be very useful to revert to risk assessnent,
and if we do use risk analysis, whichis really quite
proper, because | don't see risk evaluation as the nore
general term at l|east to ny understandi ng.

Because, like at the |ast paragraph,
"Conducting any risk eval uation nust address
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uncertainty"” -- which is really risk assessnment in a
formal way. So my concern, let's not use them

i nterchangeably. They actually have different neanings
and just want to be careful, and | think that
clarification hel ped that Dr. Bruce Tonpkin raised.

But | think the work that was published is very useful
for everybody, | believe.

DR. WACHSMJUTH: That's -- | think we're al
i n agreenent.

MR. GARRETT: Madam Chair, just so there's no
m staking nmy position, | do agree to take it out.

Ckay?

DR WACHSMUTH: Yes. Yes. So we've nade the
del etions. Wre you suggesting another change in the
text? | think that everyone's in agreenent that those
are different ternms that nean different things.

They're not neant to be used interchangeably. Okay, we
nove to page four? Okay. Page five? Dane.

DR. BERNARD: Thank you, Madam Chair.
al nost hate to even go there, but on page four, under
t he heading "Current Applications and Limtations", the
second line, we refer to a risk evaluation. |f we have
t aken out the previous introduction of the term do we
| eave it here?
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SWANSON: Yes.
WACHSMUTH: | think we do.
SWANSON: Yes, we should |leave it there.

BERNARD: Thanks.

T 3 3 3 3

WACHSMUTH:  Okay, we're on five up to
"Data Needs". Okay, we'll go on to "Data Needs" then.

|"d like to again conplinent the subconmttee who took
many suggestions and public coments and incorporated
themnicely. ay, page six, question two. Go through
the "General Principles"” -- five principles, and
"Current Applications and Limtations."” Bob?

DR. BUCHANAN:. I n | ooki ng under nunber one of
"General Principles", I'"'munsure what the role of the
second sentence is. It seens to ne that that nore is
directed towards the specific Sal nonella performance
standard, and I'mnot sure it's needed in a "Ceneral
Principl e".

MR. GARRETT: Madam Chair, | would support
that as a CGeneral Principle, I think the first sentence
i s predom nant.

DR. WACHSMUTH:  You want to delete "It is
inplied but not explicitly stated that this will result
in a decrease in human illness attributable to
consunption of these products"?
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MR. GARRETT: | would say either that, or --

or we change it or nodify the second sentence slightly,

to indicate "Such reductions should |lead to" -- "Such
decreases in pathogens should lead to --" or "Such
reduction”.

DR. WACHSMUTH: Ckay. "It is inplied, but

not explicitly stated that such decreases in pathogens
wll lead to --"

MR. GARRETT: No, | was actually going to say
-- | would get rid of "It is inplied, but not
explicitly stated", and I would sinply say, "Such
reductions should |ead to a decrease in illnesses
attributable to --"

DR. WACHSMUTH:. Ckay, | think decreases can
refer back to the other sentence.

DR. BUCHANAN: So, just for clarification,
the way | have the sentence now is, "Such reductions in
pat hogens should lead to a decrease in human ill ness
attributable to consunption of these products”.

MR. GARRETT: They lead to a decrease in
human illness as a function of these products.

DR. BUCHANAN: Ri ght.

DR. TOWKIN. Could you please clarify where
this is?
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DR. BUCHANAN: This is in question two, right
after where it says question two, it says "Ceneral
Principles”, and then nunber one.

DR. TOWPKI N.  Ckay.

DR. BUCHANAN: Ckay? And it's the second
sentence in that nunber one.

DR. WACHSMUTH: | think what happened is this

was in relation to Sal nonella, as Bob said,

specifically, and now we need to nmake it nore generic.
Dane?

DR. BERNARD: Thank you. Just one nore tine
with the |atest revision.

DR. WACHSMUTH.  Ckay.

DR. BERNARD: | was going to nove to strike,
but I think as revised it's probably okay.

DR. WACHSMJUTH:  Sorry, say that again?

DR BERNARD: Just if | could have the | ast
revision.

DR. WACHSMUTH: Ckay, what we're doing in the
first general principle under question two, the first
sentence stays as it is. The second sentence will be
changed. W would delete "It is inplied but not
explicitly stated that". W'IlIl put, "Such reductions
in pathogens will |lead to a decrease in human ill ness
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attributable to consunption of these products."”
DR. BERNARD: Could we say "are expected to"?
DR. BUCHANAN: | think the termthat we
actual ly suggested was "shoul d".

DR. WACHSMUTH. " Shoul d". Ckay. "should

lead to a decrease in human illness attributable to
consunption of these products.” Ckay, that stands.
Bill, is it to this?

DR. SPERBER. Thank you, Madam Chair, this is
Bill Sperber. 1'mnot confortable with those changes,
and I'mnot quite sure why this second sentence is in
nunber one under "General principles". But | think
this is the crux of the current debate on the
Sal nonel l a performance standard. Does it or does it
not lead to a reduction in human sal nonell osis? So |
think the Commttee would be prejudging the situation
by the altered wording, which pretty nmuch states as a
fact that m crobiol ogi cal perfornmance standards as
outlined in the first sentence would, in fact, or in
fact, should lead to reduction in human illness. W
don't know that. W can't nake such a claim That's
why we're asking for a risk evaluation

DR. WACHSMUTH: | think sone nmenbers of the
Committee mght think that -- Bruce, is it to this?
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DR. TOWKI N  Excuse ne, no, it's not.

DR WACHSMUTH.  Bob?

DR. BUCHANAN: | guess |I'mreading the
sentence in a different framework than Bill in this
case. This is, again, the general principle that
basically says that a m crobi ol ogi cal performance
standard is intended to achieve a decrease in the
presence of an enteric pathogen, and that decrease in
the enteric pathogen should, in order to fulfill the
requi renent for putting a performance standard into
pl ace, lead to a reduction in human di sease.

DR. WACHSMUTH: | think we've stated that in
the -- | can't find the citation right now, but in the

first question in relation to neeting public health

goals -- goals being reduction in food borne ill ness.
So that's -- that is a part of this docunment already.
Dave?

DR. ACHESON. | was going to suggest at the

end of that first sentence, and potentially, based on
this and deleting the second one, adding the words,
"With the goal of inproving public health". So it
woul d read, "M crobiol ogi cal performance standards are
intended to effectuate a decrease in the presence of
enteric pathogens in raw neat and poultry with the goal
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of inmproving public health.™

DR SWANSON: Perfect.

DR. ACHESON:. |If we say that, do we need that
second sentence in there?

DR. WACHSMUTH. Ckay, read your end of the
sent ence agai n.

DR. ACHESON. Just sinply adding the words
"W th the goal of inproving public health" at the end
of the first sentence, and then | think that covers the
debate on the second.

DR. WACHSMUTH: Sounds like a fix. 1Is that
okay with everyone? Okay. Alright, so we're back to
one sentence now, "M crobiological perfornmance
standards are intended to effectuate a decrease in the
presence of enteric pathogens in raw nmeat and poultry
with the goal of inproving public health.” GCkay, and
that's consistent with the Comm ttee's comments under
guestion one. Alright. Gkay, nowif we can -- any
ot her coments on the general principles?

Ckay, we nove to page seven, and this is,
again, where we had a significant change in the text

under the Sal nonella performance standards. Spencer.

MR GARRETT: Madam Chair, since this has

been printed, it has been recommended that there be a
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nodi fication in the second |ine of the second paragraph

under "Sal nonel |l a performance standards”. Second line
begins with "beef" -- and toward the end, it says,
"reflects the mcrobial" -- it's requested that a

phrase be inserted between the word "reflects" and
"the", and that phrase is as follows: "the total
process control, particularly” and then goes on
"mcrobial" -- so there's five words and a comma - -
"the total process control, particularly".

DR. WACHSMUTH:.  Any obj ections?

DR. ACHESON. Could you read that sentence?

MR. GARRETT: So the sentence, the whole
sentence then would read -- "The Committee points out
t hat when HACCP systens and ot her prerequisite prograns
in ground beef operations are adequate and verified,

t he neasurenent of Sal nonella reflects the total

process control, particularly the mcrobial conditions
of raw material."

DR. WACHSMUTH. And Spencer just gave us an
editorial change -- the "than" wth the "that". ay,
any ot her conments on this paragraph. Bob?

DR. BUCHANAN: It's not in this paragraph,
but it's on the first paragraph on this page.

DR. WACHSMUTH:  Uh- huh.
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DR. BUCHANAN: The next to the | ast sentence
that begins "In this instance the levels of E. coli",
I"d like to request that the "or" at the end of that
sentence between "contam nation" and "duration" be
changed to "and the". The two conditions are not
excl usive to each other.

PARTI Cl PANT: (i naudi bl e)

DR. BUCHANAN: Modify the next to the | ast
line in the first paragraph to read, "In this instance,
the levels of E. coli should be a neasurenent of fecal
contam nation and the duration ..."

DR. BERNARD: So you're changing "would" to
“shoul d"?

DR. BUCHANAN: No, |I'm proposing to delete
"or" and replace it with "and the".

DR. BERNARD: (kay.

DR. WACHSMUTH. And that changes the sentence

is everyone okay with that? Gkay. Dane?

DR. BERNARD: Smal | suggesti on.

DR. WACHSMUTH: CGo ahead.

DR BERNARD: "and/or". No?

DR. BUCHANAN:. No. You have to have the
initial fecal contam nation to have the E. col
present, but the levels of the E. coli are dependent,
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then, in addition to the anount of fecal contam nation
that occurred, you can also get an increase as a result

of growh. So it's -- you have to have both

conditions. |If the organisnms not there, abusing it in
ternms of tenperature will have no inpact on the | eve
of E. coli.

DR. BERNARD: GCkay. Reading the rest of the
sentence, when it's linked to the tenperatures | would
agree. |If you don't have storage tenperatures -- then
it's taken care of, okay.

DR. WACHSMUTH. Ckay, anything el se on page
seven? Yes, M ke.

DR. JAHNCKE: M ke Jahncke. A question on
the bottom just a point of clarification. As we were
di scussing earlier today, it's a little confusing,

under the section "Indicator Organismin lieu of a

Pat hogen”, when we say "Neither"” -- and we're talking
about E. coli or Salnonella -- "Neither is being
measured in lieu of a pathogen”. Salnonella is a

pat hogen. | don't know if we put a couple of -- it
just -- reading it at first blush was -- it didn't
follow or make a |l ot of sense. It's not as clear as it

may be or shoul d be.

DR. WACHSMUTH. Can you give us a fix?
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DR. JAHNCKE: "Neither is being nmeasured in

Iieu of other pathogens” -- in the case of Sal nonella.

DR. WACHSMUTH. "Neither is being neasured in
lieu of other pathogens”. Is that the suggestion?

DR JAHNCKE: Well, that doesn't fix it
either, does it? 1 think we just have to nmake the
di stinction between the use of E. coli in this case, as

an indicator, and then Sal nonella, which is a pathogen,

but we're saying in |ieu of another pathogen. W have
to make the distinction to say that -- you know,

Sal monella -- I'"'mnot sure what the wording is. | know
the subcomm ttee probably struggled with the wordi ng on
t hi s paragraph too. Yes.

DR WACHSMUTH.  Bob?

DR. BUCHANAN: This is where, now that we're
down to a specific application, this is where the
statenent that "It is inplied but not explicitly
stated" that controlling these two organisns woul d
control other pathogens. That's where that sentence
that was in the general principles should be noved to -
- and that's --

DR. WACHSMUTH: So substitute that for the
current sentence?

DR. BUCHANAN: Right, it would require sone
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nodi fication, but -- "It is inplied, but not explicitly
stated that control of these two organisns would | ead
to control of other enteric pathogens."”

DR. MADDOX: Kaye?

DR. WACHSMUTH. Carol, is it to help with
Bob' s?

DR. MADDOX: | would just like to insert in
lieu of just "these two organi sns" -- "or other
appropriate indicators of enteric contam nations" to
again |l eave us sonme |leeway for future inprovenents in
detection systens.

DR. WACHSMUTH:  Ckay, |I'monly half way
there. "It is inplied, but not explicitly stated that
control of these two organisnms and ot her --

DR. MADDOX: "or other appropriate indicators
of enteric contam nation".

DR. WACHSMUTH. And woul d you finish --

DR. BUCHANAN: Kaye, | think the issue here
is we have to nmake a decision on whether we're
describing the current regulation or we're tal king
about the future. | mght suggest, to avoid confusion,
stating that "It is inplied but not explicitly stated
in the pathogen reduction HACCP regul ati on that these
two organisnms -- that control of these two organi sns”
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et cetera.

DR. WACHSMUTH. Ckay, can you ... that neans
we'll need to delete that, Carol. So could you read it
again, Bob? "It is inplied but not explicitly stated
in the pat hogen reduction HACCP rule that control of
t hese two organi sns would lead to --

DR BUCHANAN: "control of other enteric
pat hogens".

DR. WACHSMUTH. COkay. And we've deleted the
| ast sentence? |Is that correct? Spencer, you had
wor ds?

MR. GARRETT: Yes, two requests, Madam Chair.

One is I'mpresun ng that on page six we're stil
| eavi ng the second sentence as we nodified it? O we
j ust destroyed --

DR. WACHSMUTH:  No.

DR BUCHANAN: No, we elimnated that.

MR. GARRETT: Then secondly, secondly, would
you read that again slowy with feeling now?

DR. WACHSMUTH: The current one?

MR. GARRETT: Yes, as it says, "It is
antici pated, but not explicitly"” --

DR. WACHSMUTH. Ckay, "It is inplied but not
explicitly stated in the pathogen reduction HACCP rul e,
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that control of these two organisms would lead to
control of other enteric pathogens."”

MR. GARRETT: Thank you

DR. WACHSMUTH. There is a statenment in the

preanbl e about Sal nonella --

DR. BUCHANAN: Kaye, as it now stands, this
is a statement of fact.

DR WACHSMUTH:  Bruce?

DR. TOWKIN That little section down there
at the bottom of page seven, seens to be what's left of
a previous section we had, that had to do with using
one pat hogen for testing for another pathogen. And
this is what's left. And if you think about this
particul ar question and the general principles, and
t hen on page seven it's the current applications and
l[imtations, we deal with E. coli and then with
Sal nonella, it doesn't really answer the question of
one pathogen and testing for another. | suggest we
del ete that whole section. | don't know that it adds
nmore information that's not already covered up above,
or in the principles.

DR. WACHSMUTH: Katie?

DR. SWANSON: | would agree with Bruce's
suggestion, or we need to add sonething nore. |[|f you
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read this section as it stands right now, the question
"so what?" conmes to mind. It's just a statenment of
fact, so we either have to say whether this is an
appropriate inplication, we have to say we agree with
it or we don't, or we just delete it and be done with
it.

DR. WACHSMUTH. | think you're correct. So
we have at |east -- we have a proposal now, by Bruce,
that this particul ar paragraph doesn't add anything.
Does anyone object to that?

MR GARRETT: Yes.

DR. WACHSMUTH:  Anybody el se have anyt hi ng
except Spencer?

MR. GARRETT: Well, before | determne if |
object or agree, | think Bruce indicated that it's
inplicit in other places earlier. Bruce, 1'd like you
to point that out where you think that may be.

DR TOWKI N  Sorry?

MR. GARRETT: You had indicated that the
reason to get rid of it is one, it's nerely a statenent
of fact or it's just what's left of an earlier wite
up, just actually sone of that wording's been renoved,
and so therefore it doesn't answer the question but
there are other places in the docunent that do. 1'd
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just like you to point that out to the Cormittee if you
woul d so --

DR. TOWKI N  Ckay, well, excuse ne. Bruce
Tonpkin. On the bottom of page six, under genera
principles, nunber five, it actually does address the
i ssue of "One pat hogen can be used as an indicator"”
that was that original idea. So we do say that "One
pat hogen can be used as an indicator of the state or
condition affecting another" -- so that's present, and
then when it cones to the current applications, we have
E. coli as an indicator organi smand the discussion

under it, the Sal nonella performance standards, and |

think in both they're really addressing the state or
conditions of operations. And then it would nove into,
on page eight, the recommendations that deal with
gquestion nunber two.

DR. WACHSMUTH:. Ckay, Bob?

DR. BUCHANAN: Bob Buchanan. [1'd like to
make an alternate suggestion. | think that if this
section is to describe what the current situation is,
and we've stated in the general principles that it is
possi bl e to use one pathogen as an i ndicator of
another, this provides us with confirmation that in the
current regulation they are, in fact, using one
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pat hogen as an indicator for others.

Al ternatively, what | would suggest is sinply
to del ete the subheading there, "Indicator Organismin
lieu of a Pathogen" and just incorporate this as a

foll ow up paragraph under the subheading "Sal nonella

per f or mance st andards”.

DR, WACHSMUTH:  |'m not sure you could do the
second thi ng, Bob.

PARTI Cl PANT: | agr ee.

DR WACHSMUTH:  Spencer ?

MR. GARRETT: Well, | thought you probably
could do the second thing.

DR. WACHSMUTH.  Well, go further. | nean

you' re tal king about E. coli under Sal nonella

per formance standards, but -- what were you going to
say?

MR. GARRETT: No, ma'am \What we were going
to do was get rid of the subtitle "Indicator organism
inlieu of a Pathogen" and then just let the paragraph
as nodified --

DR WACHSMUTH. Well, it contains E. coli is
what |' m sayi ng/

MR, GARRETT: Oh.

DR WACHSMUTH.  Dave?
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DR ACHESON. Excuse nme, David Acheson. |
was wondering, if we want to keep this, could we nove
it right up to the front of question two, and put this
above "General principles" and after the headi ng,
because it really is a statenment of the current
statenent of facts.

DR. WACHSMUTH:. Maybe not general principles,
but maybe directly under "Current applications" --
because we're trying to make "CGeneral principles" --

DR ACHESON:. Yes, that would al so work.
Yes.

DR. SWANSON:  That woul d wor k.

DR. WACHSMUTH. Ckay, so we now have a
suggestion to keep Bob's nodification and nove t hat
current paragraph up directly under -- as sort of a
statenent of this is what the status is right now with
t he Agency, under the "Current applications and
[imtations". |s there any disagreenent with that
proposal ? D sagreenent?

DR. SEWARD: Not with that one.

DR. WACHSMUTH. Ckay, then |I've got a list of
people to go to. Katie?

DR. SWANSON:  Under "General Principles”
poi nt nunber five says that a "pathogen can be used as
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an indicator of the state or condition affecting

anot her pathogen if it neets the criteria above.” W
had substantial discussion in the subcommttee neetings
about the fact that Salnonella in |ieu of other

pat hogens don't necessarily nmeet the conditions that
are listed above, and we haven't really discussed that
anywhere in this docunment. Having said that, | do

believe that reductions in Salmonella can lead to

reductions in other pathogens. | think that is a valid

point, but the -- for exanple, the growth

characteristics of Salnonella don't match the growth
characteristics of sonething like --

DR. WACHSMUTH.  You're goi ng sonepl ace the
subcommi ttee --

DR. SWANSON: Doesn't want to go.

DR. WACHSMUTH. -- isn't ready to go.

DR. SWANSON:.  Ckay.

DR. WACHSMUTH: There was sone confusion, and
| think it raised some problens that were cited
yesterday. The subconm ttee began this work at a tinme
before the Suprene Beef court decision, at a tinme when
certain questions weren't as pressing as they seemto
be now for the Agency. This document was intended to
be nore of this is where the science is now, and these
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are the general principles, and then answering the hard
guestions was the next step. |[If |I'm m staken, correct
me Spencer, but | think that's where we hit sone
conf usi on.

DR SWANSON:  Never mi nd.

MR. GARRETT: Yes, these are just the warm
ups, so to speak.

DR. SWANSON: Ckay.

DR. WACHSMUTH. But it's the principles and
then the specifics of where FSISis, and | think if you
ook at it that way, the way David suggested noving
that, it's an accurate reflection.

DR. SWANSON:.  Ckay.

DR. WACHSMUTH. Ckay, Bill Sperber?

DR. SPERBER: No, ny question has been
answer ed, thank you.

DR WACHSMUTH. Dr. Habtemari anf?

DR. HABTEMARI AM  Yes, |'m okay, thank you.

DR. WACHSMUTH: Ckay. Ckay, any ot her
comments now on -- sorry, Dane.

DR. BERNARD: Thank you. Could we have the

last fix? W have noved these two sentences up to

ri ght under Sal nonella performance standards --

DR. WACHSMJUTH:  No, no. Right under "Current
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appl i cations”.

DR. BERNARD: Under "Current applications and
[imtations", okay. The sentence that was added, we're
saying that "It's inplied..." da, da, da. |Is the
Agency confortable with this Comrittee interpreting the
rule? GCkay, | just want to nmake sure, because we're
saying as a Commttee that the rule inplies this. For
us to say what the rule inplies, I think my be a bit
pr esunpt uous.

DR. WACHSMUTH:  I'Il call on Dr. Engeljohn
fromthe policy office to make sure this is okay.

DR. ENGELJOHN: | think that -- Engeljohn --
| think the statenent as revised is accurate and fine.

DR. WACHSMUTH:. Ckay, "Recomrendations”. Any
guestions? And I think this gets to your point, Katie,
what we need to answer next. Okay, question three.

MR. GARRETT: Madam Chair, given the length
of the time, we're not -- we have supplied text for
guestion three, but we've not finished the data
anal ysis, and given the | ateness of the hour, | would
suggest that we nove to question four and hold question
three in abeyance, and then before we close, | do want
to mention one thing about question three.

DR. WACHSMUTH: Ckay, that would take us then
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to page 11, question four about quantitative standards.
Bob?

DR. BUCHANAN: | was asked by our consulting
statistician to bring up an issue in the definitions of
guantitative variable and qualitative variables, and he
recommends that we nodify the two exanpl es, because
they're units, not variables, and so he suggested that
we nodify that statenent that says, "e.g., levels of a
m croorgani sm' and then put "cfu/g" in parentheses as
the unit, and then suggested under qualitative that be,
"e.g., detection of a mcroorganisn and put in
par ent heses (presence or absence), and that would nore
accurately describe what a quantitative and a
gqualitative variable -- what quantitative and
gqualitative variables are.

DR. WACHSMUTH:. Ckay. Thank you. Larry?

DR. BEUCHAT: Larry Beuchat. | have probl ens
with the word "level” which isn't quantitative either.

Coul d we use "nunber” or "popul ation".

DR. BUCHANAN:  You coul d use "nunber", you
coul d use "concentration" -- anything to inply sone
guantitative measure.

DR. BEUCHAT: Thank you.

DR. BUCHANAN: So "nunber" would be fine.
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DR. WACHSMUTH. Ckay, this could be a problem
t hroughout if you don't think "levels" is good. Dane?

DR BERNARD: Just in the use of the word
"nunber", that doesn't nmake sense when we've got
"nunerical value". Wat else would it be but a nunber?

DR. BUCHANAN: That's why we originally
suggested "l evel ".

DR. WACHSMUTH: What is the main problemw th
“"level"? Larry, is there sonething that we could
discuss or is it -- do you feel strongly about it?

DR. BEUCHAT: | don't feel that strongly
about it, but | think the word "level" doesn't, to ne,
inmply a specific nunber.

DR SWANSON: How about "concentration"?

DR. WACHSMUTH. Ckay, let's try

"concentration". W'Ill have to do a gl obal search
Spencer, for "levels" | guess, at least in the first
general principle it looks |ike that'll be okay. D d

you have sonething el se, Larry?

DR. BEUCHAT: No. That's it.

DR. WACHSMUTH. Ckay. " Speci al
Consi derations” takes us over into 12. Page 12. And |
t hi nk much of this text is as you had it initially.
Ckay, "Scientific considerations”.
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SWANSON:  Uhm - -
WACHSMUTH: Oh, Kati e.

SWANSON:  Nunber 11, a quick addition --

page 11, I'msorry, nunber five, the end of it.

"l aborat ory nethods for quantification may be nore tine

and resource intensive for certain pathogens.”

Page 12.

DR

WACHSMUTH:  Any objection to that? Ckay.

And down into the scientific considerations

when you're considering the use of quantitative

baseline data. GCkay, try getting to 13, and | think

Katie, this -- at the bottomof 13, when you get into

"Next steps"”

if you'll look at that, | think this is

important for the Conmittee to realize and concur with

as well, we're saying that as soon as possible the

Commttee will "address the new questions related to

whet her the performance standards are working and

they' re" --

need to respell that -- no, and there are -

- | msread this, sorry -- but something about whet her

there are effective alternatives to the performance

st andar ds,

whi ch gets to your concerns.

DR

3 3 3

SWANSON:  Yes.
WACHSMUTH: Ckay.
GARRETT: Madam chair?
WACHSMUTH.  Spencer ?
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MR. GARRETT: On that particular issue, | had
a comment as Chair of the subconmttee and as an
i ndi vi dual nenber --

DR. WACHSMUTH: Ckay, can we take Katie's
guestion first then, and I'Il cone right back to you.

DR. SWANSON:  Well, | had sonethi ng higher on
the page, so as long as we're on the topic.

DR. WACHSMUTH:  Well, let's finish with this
guestion four and then we'll go to this topic.

MR GARRETT: Yes, and what that is what |
would Iike to informyou that we are so close to
finishing question three, including the analysis of the
data, and | know that Dr. Rainosek is going to
recommend because he has anal yzed the 2001 data which
consi sts of over 24,000 sanples collected randomy, and
it could have the same statistical treatnent, and
anal ytical techniques that were used for the baseline
survey to begin with, which the baseline survey is
serving as the benchmark, that | think we ought to
spend the tinme to finish that, and then nove on to the
guestions because | think we're nmuch, nuch cl oser than
perhaps we realize, or at |east we ought to examne to
see if we're that close.

DR. WACHSMUTH: | think it would nake sense
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if -- particularly if that analysis would hel p answer
t hese questi ons.

MR. GARRETT: [|I'mconfident that it would

DR. WACHSMUTH. Ckay, we mght -- | don't
know how we handl e that.

DR. BUCHANAN: Kaye, as it's witten, the
par agr aph does not inply that you're going to do one
before the other, that you're going to do the new
consi derations before you' re going to do the analysis
of question three. As currently witten it says that
we will finish questions one, two and four, and then we
will do both of the others, so --

DR. WACHSMUTH. Ckay, so it's alright, then

DR. BUCHANAN: It's alright as witten

DR. WACHSMUTH:  Ckay.

MR, GARRETT: It's not that you don't do both
of the others, it's the sequence in which you do them

DR. WACHSMUTH.  And perhaps the subconmittee
wi Il be doing nore than one thing at a tine.

MR. GARRETT: |'mnot so sure of that one.

DR. WACHSMUTH. But the data could help, |
agree. | think if Bob's correct, the way it's witten
woul d al | ow - -

MR. GARRETT: No, we |ooked at that. It's
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fine.

DR. WACHSMUTH. Ckay, Katie?

DR. SWANSON:. Ckay, Katie Swanson. The
par agraph precedi ng "Applications of quantitative
performance standards”, | submt that the issue with
the cost of doing studies is related to your trying to

enunmerate an organismlike Sal nonella, which requires

an MPN right now. | would suggest that this is one
section that we don't have a research need, and one

research need that would be very useful is a cost

effective enuneration system for Sal nonella that
woul dn't be as intensive as an MPN

DR. WACHSMUTH: | think that's an excellent
suggestion, certainly is a research need, but it's
broader. | can speak for the Agency, one of the
pat hogens that actually stinulated this question was

Campyl obact er.

DR. SWANSON: Right, so again, if we have a
research need that says we need to spend resources on
cost effective quantification nethods for pathogens --
| think that this woul d be enhanced.

DR. WACHSMUTH. Are you getting a sentence,
Spencer ?

MR. GARRETT: Yes, "Cost effective
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guantification methods for pathogens which is not as

i ntensi ve as Sal nonel | a".

DR SWANSON:  You don't even need the "not as
intensive as" -- as MPNs.

MR GARRETT: As MPNs, |'msorry.

DR. WACHSMUTH. Ckay, | think we can trust
Spencer to accurately capture that one. David?

DR ACHESON: | wanted to conme back to the
"Next Steps"” but | may not be -- if you still want to
finish question four.

DR. WACHSMUTH.  Any ot her things --
guestions, issues with four? Ckay.

DR ACHESON: | was a little confused with
line two in ternms of finalizing our responses to
guestions one, two and four. | was under the
i npression that that was what we've just done.

DR. WACHSMUTH. W just did.

MR GARRETT: W did.

DR ACHESON. W did, okay.

DR. WACHSMJUTH: And now it's to see how far
we can get on three. And what I'd |ike to do, since |
amnot as famliar with the subcomm ttee's discussion,
is to let Spencer take us through question three.
Ckay, Spencer?
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MR. GARRETT: Thank you, Madam Chair. 1In
Question three, we still have formatting i ssues to dea
with this, but if you recall, we were requested to nmake
certain that we're using the terns indicator, index
organismcorrectly and so forth, and additionally to
make this a little bit nore readable.

Rel ative to the first question, we first
started out with -- we only have two issues here in
terms of "What constitutes scientifically appropriate
met hods for considering variations that nmay be due to
regionality, seasonality, or other factors when
devel opi ng performance standards?" W point out that
there's two questions when you deal with that issue,
one is to acquire the data in a scientifically
sufficient manner, and then on the other hand, you have
to analyze the data in a sufficiently scientific
manner. So that -- we broke the questions down to an A
and B.

What | woul d suggest that we do, given the
time, would be to go ahead and have the full Commttee
just spend tine reading this, if they have not done so,
and |1'd be prepared to do it page by page.

DR. WACHSMUTH:  Well, this went out a week or
two weeks before the neeting, so | think --
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MR. GARRETT: Well, | certainly would be gl ad
to take -- we would like to get the text finalized if
we can with the Commttee, because if just the data
anal ysis -

DR. WACHSMUTH. There's been no changes in
this since it went to the commttee nenbers --

MR. GARRETT: Not as extensive changes in
this at all conpared to the others. No.

DR. WACHSMUTH. |If there are objections from
any Commttee nenber who would like nore tine with it,
we'll listen to that, otherw se --

MR. GARRETT: It begins on page eight. Are
t here any conments on page ei ght?

DR. WACHSMUTH. Ckay, if anyone is
unconfortable just let it be known, otherw se, go
ahead.

MR. GARRETT: | don't see any disconfort
dealing with this. Page nine?

DR. SWANSON: Tsegaye.

DR WACHSMUTH:. Tsegaye?

DR. HABTEMARI AM | have a coupl e of
problenms. First | guess that A and B, the way the
sentence reads, "Scientifically appropriate nethods for
the acquisition of data to considered” -- | nean that
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could be corrected easily. The two sentences are not
quite correct.

The issue that | have really is the paragraph
that starts "Understanding" -- the |last sentence. "The
subcommi ttee considered in its deliberations that this
guesti on enconpassed two conceptual elenents”. | |ook
at conceptual as rather big, but they're just two

el enents as far as | see, one is regional and the other

one is seasonal. | didn't think that they were
concept ual

DR. WACHSMUTH:. | think, if I could help a
little bit, | believe what they're tal king about there

is the two el enents of acquisition and eval uati on.

DR HABTEMARI AM  Good, well, | just --

DR. WACHSMUTH: Not the season --

DR. HABTEMARI AM  Ckay, either way, the word
conceptual is too inportant a word -- there are two
el enents, basically, they're not that -- and so the
word "conceptual" was out of place for nme, anyway.

DR. WACHSMUTH: We coul d strike that.

DR. HABTEMARI AM  And the part that |
actually have a problemw th that, that acquisition and
data analysis, they're very inportant, but |I don't see
them as separate or distinct. You know, nobst often we
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acquire data and don't take enough tinme to really see
what we're going to do with it, and therefore we
accunul ate all this stuff, we don't know what to do
withit, and if we think ahead of tinme, both for data
acqui sition and data anal ysis together, we would be
able to really see where we're goi ng ahead of tine.
But often we fragnent these into two distinct areas and
then in the process | ose what our goal is, and I would
have really liked to indicate that it is very inportant
that it incorporates data acquisition followed by data
analysis which is the result that we are interested in.
That's the point | wanted to make.

The other issue is about seasonality and
regionality. These are very inportant issues. These
are factors that eventually have to be deconposed --
and | 1 ook at them as epi dem ol ogi cal issues that
require deconposition fromthese factors to specific
vari abl es that have to be studied, not as separate
entities, again, but as integrated multi-variable
st udi es because say, seasonality is really a function
of so many variables -- exanple, look at climte, |ook
at tenperature, look at humdity, and so on and so
forth.

That al so brings up the issue of regionality,
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which really is not -- | nmean it's foggy by itself, but
we have to deconpose it to its conponent parts, and at
that time it becones relevant, and we've got to | ook at
these as integrated activities as opposed to separate
activities.

So | wanted to make those comments and see
how best to do it. Maybe one way is to approach it
separately, but we don't want to | eave out the issue of
integrating and | ooking at the totality of these issues
and ot her appropriate systens based on this study.

DR. WACHSMUTH:. Thank you, that was excell ent
comments. You want to address that, Spencer? Should
Davi d comrent ? Davi d?

DR. ACHESON. That's what | was going to try
to address, a potential fix to that. And I'm I ooking
at the last sentence in the first paragraph under
guestion three, beginning "The subconmittee” and it
woul d -- renove the word "conceptual ", and so, "that
this question enconpassed two distinct, but integrated,
el ements which need to be considered" and then strike
the word "separately” inthe last line. So it would
read, "The subconmittee considered in its deliberations
that this question enconpassed two distinct, but
integrated, elenments which need to be considered in
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order to adequately address the question dealing with:"
DR. HABTEMARI AM  That sounds good to ne.
WACHSMUTH:  |Is that --

GARRETT: Yes, that sounds good.

T 3 3

BUCHANAN: Coul d you repeat it again,
pl ease?

DR. ACHESON: Yes -- read the whole sentence?

DR. BUCHANAN:  Yes.

DR. ACHESON: "The subconmittee considered in
its deliberations that this question enconpassed two
distinct, but integrated, elements which need to be
considered in order to adequately address the question
dealing with:"

DR. WACHSMUTH: | think it was an excellent
point. You don't want to consider those separately.
| f you don't have your consultation with your
statistician before you begin to collect, you're in
real trouble. Spencer?

MR. GARRETT: W certainly understand that.
| would just say it's nowthe Conmttee -- it's now
"The Comm ttee" considering this, so it's just an
editorial.

DR. WACHSMUTH. Ckay, page nine?

DR HABTEMARI AM  Kaye?

Executive Court Reporters
(301) 565-0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

91

DR. WACHSMUTH. Ch, vyes.

DR. HABTEMARI AM  Thank you, Madam
Chai rperson. The | ast paragraph of A, you know, "A
team of qualified personnel, including but not limted

to" and so on, the point is well taken, and |'m sure we
qualify -- 1 would suggest we say "A

mul tidisciplinary team of scientists should be forned
to design the study."” That way we don't have to be
speci fic about m crobiologists, statisticians, talk
about qualified personnel -- we can't do anything

wi t hout qualified personnel. | suggest "A

mul tidi sciplinary team of scientists”

DR. WACHSMUTH: Bill?

DR. SPERBER. |'msorry, |I've got a little
granmatical fix on page eight. The two el enents?

DR. WACHSMUTH:  Yes.

DR SPERBER El enent A --

DR. WACHSMUTH. We'l| take Tsegaye's
suggestion if there are no objections. kay. o
ahead.

DR. SPERBER. "Methods for the acquisition of
data to considered" doesn't make sense. | believe it
meant "that considers" as is in the case bel ow?

"eval uation of data that considers the referenced
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variations." So, | think the point is, it should be,
"met hods for the acquisition of data that consider the
referenced variation", so that it would be the sane
construction as part (B), would be the "eval uation of

data that consider" -- and it should be "that

consider"”, not an "s" on the end of "considers".

DR. MADDOX: No, "acquisition considers".

DR. WACHSMJUTH: She's right. Spencer.

MR. GARRETT: Yes, ma'am W picked that up

| wanted to go to Tsegaye's next point. And that

woul d be, I think we agreed, "A qualified
mul tidi sciplinary team of scientists should be forned
to design the study.” | think that's what Tsegaye
suggest ed.

DR. HABTEMARI AM  That's right.

DR. BUCHANAN: Just as a sensitivity --
mat hemat i ci ans do not consi der thensel ves scientists.

MR. GARRETT: | think the operative word is
"qualified".

DR. WACHSMUTH. Move to page nine? Ch, I'm
sorry, Spencer.

MR. GARRETT: | would just introduce the
reason it is -- the information is captured in this way
is because we felt in the acquisition stage that there
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are about -- when you begin to acquire the data, you
need to |l ook at the systemin totality, or
sequentially, and what's happening in the sequenti al
operation, the distribution -- soit's factors that --
so you begin to think about collecting data, the
"Factors that nmay influence the m crobiol ogi cal status
of the animals that are presented to the slaughter”
goi ng back to the farmand transportation, whatever;

t he sl aughter practices thensel ves being the

contami nation prevention; application of intervention
strategi es that reduce contam nation; and then the
"Handl i ng and hol ding of neat and poultry" all the way
t hrough to the consuner.

So then you'll see that in ternms of these
four -- these four paradigns for collecting the data,
then there are very specific things under each one of
those factors that go on within this page and the next
page.

DR WACHSMUTH:  Ckay.

DR. BERNARD: Small editorial. | think the
word in quotes in the first paragraph should be
"upline" instead of "uplink".

DR. WACHSMUTH. Ckay. That's pretty
straightforward. Any other comrents?
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DR. DONNELLY: Under -- Catherine Donnelly.
Under three, could you entertain just an anendnent:
"Applications of interventions that reduce
contam nation both pre- and post-slaughter”? Because
if you read through this section, nost of the focus is
on post-slaughter interventions, and | think you --
there's one sentence in the docunment that kind of
expands it fromfarmto fork, and |I think anything you
can do to weave nore of the pre-slaughter interventions
woul d be hel pful.

DR. WACHSMUTH. G ve us a place and the exact
wor ds agai n.

DR. DONNELLY: Under itemthree at the top of
page nine. Just nodify the sentence to say
"Applications of interventions that reduce
contam nation both pre- and post-sl aughter”.

DR. WACHSMUTH: Interventions however don't
track that. |If you look at the top of page ten, those
| ook |ike nostly post.

DR. DONNELLY: And that's kind of ny point is
| think there are some on the farminterventions that
need to be incorporat ed.

DR. WACHSMUTH. Ckay, this -- we've cone to
the point where if we want to proceed with this
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docurnent, you know, get this particular question down
rather, the rest of the docunent will go, and then
we'll have to pretty much keep it to editorial. |If
we're not confortable with it the way it is, if we need
to expand sections, we nay need to hold on to this
guesti on.

DR. DONNELLY: Exactly. Bill suggested
sticking "conpetitive exclusion"” to that section.

DR. ENGELJOHN: Engel john. | would just
poi nt out that down at the bottom of the page under
nunber one, nunber 1(c) has "Husbandry practices" so we
are in fact, we have included that in the concept in
this to capture what you say.

DR. WACHSMUTH:. |s that enough, Catherine?

DR. DONNELLY: That's where | thought it was
captured, under Husbandry practi ces.

DR. WVACHSMUTH: O so we don't need to --
Dane?

DR. BERNARD: | would |ike to suggest an
editorial change. Near the bottom of page nine where
we begin the list of the individual factors, the
sentence that |eads into that should be qualified to
say sonething such as "Sone of the factors" -- or it
needs to be sonmething so this is not all. It's what we
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t hought of at the noment we drafted it, but there may
be others. So | woul d suggest adding "Sonme of the
factors to be considered are |isted bel ow "

DR. WACHSMUTH:  Bob?

DR. BUCHANAN: Just a real quick grammatica
one because ny eyes just fell onit. The first
sentence in the first paragraph on page nine, you need
to get the subject and the verb to match in terns of --
it's either "anal yses are" or "analysis is".

DR, SWANSON: | s.

DR. WACHSMUTH:.  Ckay, Spencer?

MR, GARRETT: And |I'm assum ng that we're
retaining Catherine's -- Cathy's "both pre- and post-
sl aughter™ and then the ani mal husbandry is one of the

t hi ngs, one of the factors, when it's presented to
sl aughter, that's all you can get.

DR. WACHSMUTH. Ckay, all the way to data
needs? Dane?

DR. BERNARD: W will do a gl obal search for
where it says "the subcommttee" and change that to
"the Committee".

MR. GARRETT: Right.

DR. BERNARD: The Conmittee -- and again, it
says believes -- what was our nodification to that word
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before? Thinks? Concludes? Okay. Thanks. |'m
speaki ng, of course, near the top of page nine at the
first full paragraph.

DR. WACHSMUTH. Ckay. Excellent. W'IlIl get
this base docunent back to the Agency and this
subcommittee will continue its work -- the
subcomm ttee's done a great job. | really think
t hey' ve gone the extra yards. | think your fellow
nmenbers appreciate it. | know the Agency does.

Wth that note, I'd like to open it for
public comment. W do have Caroline DeWaal and al so
anyone el se who would like to. Caroline?

M5. SMTH DEWAAL: | feel like I"'mwestling

with this thing. Thanks, that's fine. GCkay. Thank

you. |I'm Caroline Smth-DeWaal, Center for Science in
the Public Interest. |If anyone's m ssed that earlier
in the neeting. | really appreciate the fact that

again that the Commttee has all owed for public coment
at nunerous tines during the nmeeting. It allows us to
weigh in on what | think has been a very -- a very

i mportant product of NACMCF and | think that the

Comm ttee has done a very excellent job at producing
this paper. It is continually inproving, which is, |
know, the goal here, and | think today's version is
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very readable for the lay person, and with sone of the
edits, it acconplishes what you need also in ternms of
how it may be presented publicly.

Thi s docunent is going to be very inportant
to, not only the regulators, but | think to nmenbers of
Congress and ot her key deci sion makers i n addressing
the gap in consumer protection which has occurred
because of the Suprene Beef case. So | just wanted to
gi ve everyone on the Conmittee a lot of credit for the
wor k you' ve done.

| did also appreciate the fact that you
allowed us to distribute this "Handy Desk Reference".
This is the best we can discern about the pathogen
commodity connection that | know that the Comm ttee has
criticized or challenged the CDC to actually produce
records tal king about what pathogens are being |inked
to what foods. Well, CSPI recognized that gap about
five years ago and this is our third published report.

It gets bigger every year, and ny boss keeps
threatening to actually make us not publish the list in
this form but just put it up on the internet so people
can download it thenmselves. It's got 1700 out breaks
dating from 1990 to the current -- to 2001, and we try
to publish it once a year.
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As everyone knows, there are problens with
usi ng out break data exclusively, and yet we haven't
been able to find another mechanismto |ink pathogens
with food commodities. The FoodNet data is collected
| argely based on | aboratory sanpling information, and
there's no effective way that they' ve been able to
track nost of those illnesses back to a specific
comodi ty.

| know Kaye is very famliar, and knows nore
than | about the Case Control studies that are being
done as part of that, and maybe that will give us nore
information in the future. But for right now, | wll

hazard to say that Qutbreak Alert is the best available

source for the linkage of pathogen and food
commpdi ti es.
W also are able to sort the dataset, so for

exanple, if we want to look at dostridium perfringens

and what foods it's showwng up in, I can -- | have a
researcher who's done nost of the -- nuch of the work
on this who can do that.

| did also want to note the person doing the
research is Kristina Barlow. She maintains the |ist
and is continually inproving it. She is a -- has a
Master's degree in food m crobiology fromPenn State.
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She was al so a student of Dr. Doores. So she has come
on board about a year ago and she's doing that.

We al so have, for those who are interested, a
nmor e conprehensi ve net hodol ogy for how we're nmaki ng
deci si ons about which outbreaks go on the list. W try
to sort through all avail abl e outbreaks and we're very
careful to check for duplications, but if there are two
reliable sources an outbreak may, because we can't
guarantee that it's not two separate outbreaks. An
out break may be duplicated, but we're actually in the
process of trying to anal yze what our error rate may be
for the |ist.

The list is quite conprehensive. It includes
nore than CDC s outbreak data. It includes information
fromscientific journals and ot her governnent reports,
and it's amazing to us that even the CDC s |lists
sormetimes don't match. The general list for CDC, in
fact, may have E. coli 0157H7 out breaks which aren't
i ncluded on the specific E. coli list. So, | nean
we've found a | ot of gaps and problens with CDC s
system and we're in constant contact with Rob Tauxe to
i nform hi mof what we found and encourage themto do a
better | ob.

So | just want to alert you, and if anybody
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wants a nore conprehensive mnet hodol ogy, we have one
prepared. We're submitting it to the National Acadeny
of Sciences, probably Mnday, as part of our response
on their consideration of E. coli 0157H7 risk
assessment, because we think our list is actually
better than the one they've used in that risk
assessnent .

Anyway, thanks so nmuch for letting us
participate and for the work of the Conmttee. Take
care.

DR. WACHSMUTH:.  Thank you Caroline. Also, |
think -- 1'lIl speak for nyself as the Chair, we
appreci ate the feedback and the input from your
perspective and fromthe public's perspective, because
sonetinmes we do get in the trees, and it's very
difficult for us to see how sone of our work wll be
percei ved by those outside. And we al so have no
| awyers on this Conmttee, and sonetinmes we don't see
how sonet hi ng m ght be perceived fromthat angle. So
it's valuable input and we do appreciate it.

And we are still open for anyone else in the
public who m ght have a corment. |[If not, | think this
Conmi ttee has done an excellent job. And ny co-chair
woul d i ke to talk.
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DR OLIVER Yes, | would just like to thank
t he subcommttee and the Conmittee al so, but what 1'd
also like to do is take this opportunity to once again
express ny appreciation to Kaye for her chairing of the
Committee, and | think we all should give her a round
of applause. She's done an excellent job this tine
t 0o.

(Appl ause.)

DR. WACHSMUTH. And | appl aud you. A good
week's work and I won't be there, but | think you'l
all be neeting again sone tinme around August, and |'|
keep an eye on this Conmttee. Catherine?

DR DONNELLY: Could | entertain a forma
motion fromthis Commttee to wish you well in your
retirenent.

WACHSMUTH:  Thank you. [I'll take that.

GARRETT: Second. Her e. Her e.

3 3 3

WACHSMUTH:  Dane?

DR. BERNARD: Just a closing note. The
subconm ttee working on the standards has been very
col | egial piece of work, and I think we have nade good
progress, but I'd just like to personally thank Spencer
for his |eadership and -- it just wouldn't have
happened this way w thout Spencer and his staff and
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their able support, and Dr. Rainosek for all of his
advice on the statistics. So | just wanted to get that
on the record, what a great job | think they did.

DR. WACHSMUTH:  How about a hand for Spencer?

(Appl ause.)

MR. GARRETT: That's Spencer and staff.

DR. BERNARD: Spencer and staff.

DR. WACHSMUTH: Ckay, that's it for today.

MR. GARRETT: Kaye, we'd like to nake a xerox
copy of your notes in the business center before we
depart.

DR. WACHSMUTH:  Yes, sure.

(Whereupon, at 11:46 a.m, the neeting in the

above captioned nmatter was adjourned.)
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